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Piperacillin/Tazobactam - Fresenius Piperacillin/Tazobactam - Fresenius
29/0.259g 49/0.59
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Piperacillin  (as sodium salt) 2.0 g/vial Piperacillin (as sodium salt) 4.0 g/vial

Powder for solution for infusion Powder for solution for infusion
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- Treatment of systemic and/or local infections caused by susceptible organisms.

- Piperacillin/tazobactam in combination with an aminoglycoside is indicated for the treatment of
suspected bacterial infections in neutropenic adults and children above 2 years.

- Appendicitis complicated by rupture with peritonitis and/or abscess formation in children aged 2-
12 years.
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4.4 Special warnings and precautions for use

There have been reports of hypersensitivity reactions which progressed to Kounis syndrome (acute allergic
coronary arteriospasm that can result in myocardial infarction, see section 4.8).

Rhabdomyolysis has been reported with the use of Piperacillin/Tazobactam. If signs or symptoms of
rhabdomyolysis are observed, Piperacillin/Tazobactam should be discontinued and appropriate therapy
initiated.

4.8 Undesirable effects

System Organ Very | Common Uncommon Rare Frequency not known
Class commo| (>1/100to | (>1/1,000to | (> 1/10,000 to <| (cannot be estimated
n < 1/10) < 1/100) 1/1,000) from available data)
=
1/10)
(...)
Cardiac disorders Kounis syndrome?*,**
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Skin and Rash, Erythema Toxic Stevens-Johnson
subcutaneo pruritus Multiforme*, | Epidermal Syndrome*, dermatitis
us tissue Urticaria, Necrolysis* exfoliative, drug reaction
disorders rash with eosinophilia and
Maculo- systemic symptoms
papular (DRESS)*, acute generalized
exanthematous pustulosis
(AGEP)*, dermatitis bullous,
purpura
Linear IgA disease*
Musculoskeletal arthralgia, Rhabdomyolysis*
and myalgia
connective
tissue
disorders
(...)

**Acute coronary syndrome associated with an allergic reaction.

5.1 Pharmacodynamic properties

Susceptibility testing breakpoints

MIC (minimum inhibitory concentration) interpretive criteria for susceptibility testing have been established
by the European Committee on Antimicrobial Susceptibility Testing (EUCAST) for Piperacillin-tazobactam
and are listed here: https://www.ema.europa.eu/documents/other/minimum-inhibitory-concentration-mic-
breakpoints_en.xIsx

! |
)
Sreptococens—prewmonice S |
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Virid . 3
Moraxella-catarrhelis =
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